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Thude ban theo don
AUKAMOX 625

- Dang thude: Vién nén bao phim.
- Thinh phiin: M3i vién nén bao phim chira:
Amoxicilin trihydrat twong (mg v6i Amoxicilin khan
Kali Clavulanat twong (mg v&i Acid Clavulanic
T4 duge vd \
(Td diegre gom: Crospovidone, Microcrystallin cellulose, Colloidal’
Magnesi stearat, Opadry white, Ddu théu dau, Copovidone).
- Ciic djic tinh dwge lye hoe: SR

* Amoxicillin 13 mét aminopenicillin, bén trong mdi trudng acid, phd téc dung rng hom
benzylpenicillin, dic biét co tic dung digt truc khudn Gram (-). Tuong ty nhur céc penicillin khac
amoxicillin tée dyung diét khudn do trc ché sinh téng hop mucopeptid cia thinh & bio vi khudn.
In vitro. amoxicillin ¢6 hoat tinh v&i phin Ién cac logi vi khuin Gram dm va Gram dwong nhu:
Lién cdu khudn, tu cdu khudn khong tao penicillinase, H.influenzae, Diplococcus pneumoniae,
N gonorrheae, E.coli, va Proteus mirabilis. Cling nhu ampicillin, amoxicillin khdng c6 hoat tinh
véi nhimg vi khudn tiét penicillinase, dic biét véi tu cdu khing methicillin, tét ca cdc ching
Pseudomonas va phéin 16m cdc ching Klebssiella vi Enterobacter.

Amoxicillin ¢é tic dung trén in vitro manh hon amPicilIin dbi véi Enterobacter faecalis
vi Salmonella spp. Phé tic dung cua Amoxicillin cé theé rong hom khi ding ddng thoi véi
sulbactam vi acid clavulanic, mét chét irc ché beta-lactamase. )

* Acid Clavulanic 1a do sy 1én men ciia Streptomyces Clavuligerus, c6 ciu triic beta-lactam
giin gidng v6i Penicillin, c6 kha ning (e ché beta-lactamase do philn 1ém céc vi khuin Gram dm
va Staphylococcus sinh ra. Pac bidt nb ¢d tic dung e ché manh cic beta-lactamase truyén qua
plasmid gdy khang cdc penicillin va cdc cephalosporin.

Acid Clavulanic gip cho amoxicillin khong bj beta-lactamase phd hu, dbng thoi mo ring
thém phé khang khuén cla amoxicillin mét cach higu qua d6i véi nhiéu vi khuan thong thudmg
4 khang lai amoxicillin, khing cac penicillin khéc va cac cephalosporin.

Su phéi hep gitra amoxicillin vé acid clavulanic s tao ra mét ché phﬁm (AUKAMOX 625)
¢6 phb khing khuén rong véi nhiéu loai vi khudn Gram dwong va Gram dm, ké ca nhimg ching
vi khuéin sin sinh ra men beta-lactamase.

- Cie ddc tinh duwge djng hge:

* Hdp thu: Thube hip thu dé dang & dutmg ubng. Nong d thude trong huyét thanh dat tbi da
sau 1-2 gio ubng thube. V&i liéu 250 mg (hay 500 mg) s& cé 5 microgam/ml (hay 8-9
micro ml) amoxicillin va khoang 3 microgam/m! acid clavulanic trong huyét thanh. Sau 1
gior uong 20 mg/kg amoxicillin + 5 mg/kg acid clavulanic, s& c6 trung binh 8,7 mcg/ml
amoxicillin va 0,3 meg/ml acid clavulanic trong huyét thanh. Sy hip thu cia thude khdng bj anh
huémg béi thitc &n vi ot nhdt 13 ubng ngay trude bira an. Kha dung sinh hoc dutng uong ciia
amoxicillin 14 90% va cia acid clavulanic 14 75%. Nira ddi sinh hoc cta amoxicillin 12 1-2 gi¢
va ciia acid clavulanic 1a khodng 1 gid.

* Phdn bé: Thudc phin bd nhanh véo hiu hét cac md va dich cta co thé, trir md ndo va dich
nfio tuf,, nhung khi mang ndo bj viém thi thudc lai c6 thé khuéch tan vao dé dang.

* Thai trie: 55 - 70% amoxicillin va 30 - 40% acid clavulanic duge thai qua nuée tiéu dudi
dang hoat djng. Probenecid kéo dai théi gian ddo thai ciia amoxicillin nhumg khong anh hudmg
dén su ddo thai cia acid clavulanic.

- Chi djnh: Diéu tri cdc bénh nhidm khudn do céc vi khudn nhay cam véi thube:
- Nhiém khuén duémg ho hdp trén va duéi.
- Nhidm khusin dudng tiét nigu.
- Nhifm khuén phy khoa.




- Nhiém

g tiéu hod.,

- Liéu lwgmg vi cich ding:
+ Liéu nguedri lom v tré em trén 40 kg:

Péi véi nhidm khudn nhe

8 git/ldn

Ngudr cao tudi: Khéng cin diéu chinh li

bao phim AUKAMOX 625 .

+ Suy thin: Khi cé ton thuong thin, phdi thay do

v ton thuong than.

: va trung binh: udng 1 vién AUKAMOX 625 cich JF @i
Péi voi nhiém khudn nang va nhidm khudn duémg hé hip: udng 1 vién A X
i s
u trir khi 49 thanh théi creatininl< §0 e
+ Liéu tré em diweii 40 kg cin ndng: Tré em dudi 40 kg cin ning khong dyog ding

i lidu va/hodc s6 lan cho thadé
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- Nhiém khuin

W

Liéu ngwoi lém trong suy thin Liéu tré em trong suy thdn
(tinh theo ham lugng amoxicilin) (\£ | ~  (tinh theo ham lugng amoxicilin)
D¢ thanh thai Liéu uong V| Djthanhthai | Liéu udng (cho tré trén 30
creatinin creatinin thing tubi)

>30 mi/phit  |Khéng cin diéu chinh litu | >30 mU/phiit Khdng cin digu chinh liéu

Tir 10 dén 30 |250 - 500 mg cich 12 Tir 10 dén 30 |Téi da 15 mg/kg/lin, 2

ml/phiit gidv/lin, ml/phiit lin/ngay.

<10 ml/phit 1250 - 500 mg cich 24 <10 mU/philt Téi da 15 mg/kg/ngay
gid/lin.

Tham phén |250 - 500 mg cdch 24 Tham phan mdu l? mg/kg/ngdy va 15 mg'kg

méu gid/ln, cho ubng trong va b sung trong va sau khi
sau khi tham phin. thim phén.

Khong diing thude qud 14 ngay ma khing If:‘éim tra xem xét lai cich diéu trj.

Uéng thudc vao liic bit ddu dn dé giam thiéu hign tegng khong dung nap thube ¢ dg day -
Pl

- Chdng chi djnh: Dj img v&i nhém beta - lactam (céc penicilin, v cephalosporin).

Cin chi ¥ dén kha ndng dj (mg chéo véi cée khang sinh beta - lactam nhu céc cephalosporin.
Chit ¥ dén ngudi bénh co tién sir vang da/rdi loan chirc niing gan do dung amoxicilin va
clavulanat hay cdc penicilin vi acid clavulanic giy ting nguy co it mt trong gan.

- Ldi xe vii viin hinh miy mde: ding duge

- Phu nir ¢6 thai vi cho con bu:

+ Théi ky mang thai: Nghién ciru thyc nghiém trén qud trinh sinh san cla chuft da chimg minh
khi ding ché phim theo dirdng udng va tiém véi lidu 16n hon 10 lin lidu ding cho ngudi déu
khong gdy dj dang. Tuy nhién, vi cdn it kinh nghiém vé diing ché phémlcho ngudi mang thaii.
nén cin trinh sit dung thude & ngudi mang thai nhit 1a trong 3 thing ddu, trir trubng hop can
thiét do thdy thude chi dinh.

+ Thai ky cho con bii: Trong théi ky cho con bii ¢6 thé ding ché phim. Thudc khéng gdy hai
cho tré dang bii me trir khi ¢6 nguy cor bj min eam do cé mét lwong rét nhé thude trong sira.

- Thiin trong: . ) ’

+ Ddi véi nhimg ngudi bénh c6 biéu hién rdi loan chirc néing gan: Céc dau higu va trifu chimg
ving da & mét tuy it xdy ra khi ding thudc nhung c6 thé ning. Tuy nhién nhimg triéu chimg d6
thuémg héi phuc duge va s& hét sau 6 tudn ngimg didutr. .

+ Pdi véi nhimg ngudi bénh suy thin trung binh hay nang cin chi ¥ dén lidu lugng ding.

+ Dbi véi nhing ngudi bénh cé tién sir qua min voi cdc penicilin c6 thé ¢é phan img ning hay
tir vong (xem phin chéng chi dinh). . o

+ Dbi véi nhimg ngudi bénh ding amoxicilin bj mén 6 kém sot ndi hach.




+ Diing thube Ih)m§ J/MQ&E cac Vi Ehh‘uk(n)ang tﬁmc

- Tde dyung kh&ng mong mudn cia thude: Vi liéu binh thutmg, téc dung khung mong mudn
thé hi¢n trén 5% s6 ngudi bénh; thudmg gip nhit la nhimg phan tmg vé tiéu héa: la chiy, budn
ndn, ndn. T§ 1€ phin (mg nay tdng lén khi diing liéu cao hom vi thudmg giip nhiéu hom so véi
diing don chit amoxicilin.

+ Thudmg gdp: Tiéu hoa: fa ch&v Da: Ngoai ban, ngira.

+ [r gap: Méau: Tang bach cAu 4 toan; Tidu hda: Budn nén, ndn; Gan: Viém gan va vang da
mit, ting transaminase. Co thé ning va kéo dai trong vai thang; Da: Ngira, ban do, Phét ban.

+ Hiém gap Todn thén: Phin img phan vé, phit Quincke; Mau: Giam nhe tiéu cau, giam bach
cu, thiéu mau tan méu; Tiéu hoa: ‘\hém dai trang gid mac; Da: Héi chimg Stevens - Johnson,
ban d6 da dang, viém da bong, hoai tir biéu bi do ngd ddc; Thin: Viém thin k&.

® G‘.;u chii: " Thing bdo cho bdc st nhimg tic dung khing mong muon gdp phai kii sir dung
thuoc",

- Twong tic véi thude khic, cie dang twomg tic khiic:

+ Thude c6 thé giy kéo ddi théi gian chiy mdau va dong mau. Vi vdy cin phai cén thin d6i
véi nhimg nguéi bénh dang diéu trj biing thuoc chéng dung miu,

+ Gidng cdc khing smh ¢6 phd téc dung rong, thube ¢ thé lam ghim hiéu qua cua cdc thude
tranh thai uéng. do dé cén phai bdo trude cho ngudri bénh. /,

- Sir dung qui lidu:

Ding qua lidu, thubc it gdy ra tai bién, vi duge dung nap tht ngay ci & lidu cao. Trrdmg hop chire
ning thin gidm va hing rio miu - ndo kém, thudc tiém s& gdy triéu chimg nhiém doc. ‘Tuy nhién
ndi chung nhimg phan (mg cap xay ra phy thuje vio tinh trang qud min cla timg co thé. Nguy co
chic chin |4 tang kali huyét khi ding lidu rdt cao vi acid clavulanic duge ding dudi dang mubi
kali. C6 thé diing phwang phﬁp thim phin méu dé logi thude ra khoi tudn hoan.

- Han dﬁng i6 tha‘mg tinh tir n@éy sdn xuit. Khéng ding thube di  qui han sir dyng,
* Lieu y: Khi thily vién thube bj m mée, loang mau, nhin thudc in s6 16 SX, HD mé...hay ¢6 céc
biéu hién nghi ngtr khic phéi dem thudc téi hoi lai noi bdn hodc noi sin xudt theo dija chi trong
dom.
- Qui ciich déng gbi: Hop 2 vix 10 v lén nén bao phim.
- Bio qudn: Noi kho, nhiét d§ dudi 30 Hod
- Tiéu chuin dp dyng: DDVN [V
PE XA TAM TAY TRE EM
"Byc ki hudmg din sir dyng trwde khi ding
Néu cin thém thong tin xin héi ¥ kién bic si"

Thuﬁc san xudt tai:

‘HO TONG G1AM DOC

Is.Jlﬁ,é%.%




